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Art Unit: 3761 

DETAILED ACTION 

Priority 

1 . Acknowledgment is made of applicant's claim for foreign priority under 35 
U.S.C. 1 19(a)-(d). The certified copy has been filed in parent Application No. 
PCT/JP04/14203, filed on 29 September 2004. 



Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

3. Claims 1, 2, 5, 6, 9 and 10 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Johnson et al. (US Patent 5,180,504). 

4. Regarding claims 1 and 2, Johnson discloses a method for blood treatment 
system having a primary bag holding collected blood (column 4, lines 13-24 and Fig. 6, 
element 16), a secondary bag holding filtered blood products (column 7, lines 15-22 and 
Fig. 6, element 34), connecting a first tube to the primary and secondary bags (column 
6, lines 51-60 and Fig. 6, element 68), a filter unit connected to the bags, said filter unit 
having a filter medium for removing specific components (column 6, lines 14-19 and Fig. 
2, elements 40 and 44, respectively), the filter also having inlet and outlet ports (Fig. 6, 
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upper and lower ends of element 40), and a second tube connected to the filter inlet and 
outlet (column 7, lines 47-59, especially lines 47-50 and Fig. 6, vent line 63 as labeled in 
Fig. 4). Johnson further discloses the step of using an apparatus for aseptically 
connecting the first tube to the second tube (column 6, lines 61-68 through column 7, 
lines 1-14 and Fig. 6, elements 66a and 66b). Johnson further discloses the entire 
system as being a sterile system (column 6, lines 30-36). Since the circuit must be 
assembled in order to function, Johnson substantially provides a method of assembling 
the circuit. Therefore, Johnson's device carries out the process during normal operation 
and thus anticipates the process, see MPEP 21 12.02. 

5. Regarding claims 5 and 6, Johnson discloses a connector system as previously 
discussed (Fig. 6, elements 66a and 66b), which substantially marks the position of 
connection. 

6. Regarding claim 9, Johnson discloses the connector system as previously 
discussed in paragraph 4 above. The connector of Johnson is capable of showing which 
direction fluid flows through the connector, by printing or drawing on the connector. 
Examiner takes official notice that markings to show directional flow are well known in 
the art. For example, Teirstein (US Patent 5,779,666) uses arrows to indicate flow 
directions in one-way valves (Fig. 2, elements 36 and 58). 

7. Regarding claim 10, Johnson discloses a method of assembling as previously 
discussed in paragraph 4 above, comprising connectors 66a and 66b. With regard to a 
mark, the connectors form a correct connection after heating (column 7, lines 3-14), 
substantially forming a mark that indicates correct connection. When the connectors of 
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Johnson are heat-sealed, a correct connection is formed. Therefore, the connectors 66a 
and 66b are inherently capable of indicating that the tubes have been correctly 
connected as claimed. 



Claim Rejections - 35 USC § 102 / 103 

8. Claims 11, 14-19 and 21-23 are rejected under 35 U.S.C. 102(b) as anticipated 
by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Johnson. 

9. Regarding claims 11 and 18, the language "formed by expanding" represents a 
product-by-process limitation. Johnson anticipates the claimed device with a filter and 
connectors 66a and 66b as discussed in paragraph 4 above, no matter by what process 
it was made. 

10. Regarding claim 14, Johnson discloses a filter as discussed in paragraph 4 
above, having an inlet and outlet, filter medium for removing specific components, and 
tube connecting the inlet and outlet. Johnson further discloses tubing made from PVC 
(column 4, lines 42-46), a plastic capable of being cut, melted and aseptically 
connected. Therefore, the filter of Johnson is capable of being put to use by cutting the 
tube midway and aseptically connecting it to another tube. 

Because of the nature of product-by process claims, the Examiner cannot 
ordinarily focus on the precise difference between the claimed process of putting a filter 
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to use and the disclosed filter. It is then Applicants* burden to prove that an unobvious 
difference exists. See In re Marosi . 218 USPQ 289, 292-293 (CAFC 1983). 

In the instant case no Graham vs. John Deere analysis was made but rather the 
test set out in MPEP 706.03(e) and In re Marosi was applied while explaining why the 
claimed product does not patentably distinguish over the prior art under 35 USC 
102/103. 

1 1 . Regarding claim 15, Johnson discloses a filter and connector system as 
previously discussed in paragraph 4 above. This connector substantially marks the 
position of connection. 

12. Regarding claim 16, Johnson discloses a filter and connector system as 
previously discussed in paragraph 4 above. The connector of Johnson is capable of 
showing which direction fluid flows through the connector, by printing or drawing on the 
connector. With respect to rationale, see paragraph 6 above. 

13. Regarding claim 17, Johnson discloses a filter and connector system as 
previously discussed in paragraph 4 above. The connector system of Johnson is also 
capable of showing a correct connection as discussed in paragraph 7 above. 

14. Regarding claim 19, Johnson discloses a tube connecting the primary bag to the 
secondary bag as discussed in paragraph 4 above. Since the tubes of Johnson are 
made of PVC as discussed in paragraph 10 above, they are also capable of being 
connected by cutting and aseptically connecting. 
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1 5. Regarding claim 21, Johnson discloses a connector system as previously 
discussed in paragraph 4 above, having a tube bypassing the filter (column 7, lines 47- 
59, especially lines 47-50 and Fig. 6, vent line 63 as labeled in Fig. 4). 

16. Regarding claim 22, Johnson discloses a filter as discussed in paragraph 4 
above, having an inlet and outlet, filter medium and tube connecting the inlet and outlet. 

17. Regarding claim 23, Johnson discloses a filter as discussed in paragraph 4 
above. Johnson further discloses a connector system capable of indicating a correct 
connection to a user as discussed in paragraph 7 above. With respect to rationale, see 
paragraph 7 above. 



Claim Rejections - 35 USC § 103 

18. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

19. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

20. Claims 3, 4, 7, 8 and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Johnson in view of Fell (US Patent 6,733,433). 

21 . Regarding claims 3 and 4, Johnson discloses a method of assembling blood 
treatment circuit as discussed in paragraph 4 above. Johnson lacks a plurality of 
secondary bags, a first tube connecting a primary bag to secondary bags and a third 
tube connecting secondary bags to each other. Fell discloses a plurality of secondary 
bags for holding stem-cells, plasma and red cells (column 6, lines 66-67 through column 
7, lines 1-2, column 8, lines 59-63 and Fig. 3, elements 42-44 respectively) and a first 
tube connecting the primary bag to the plurality of secondary bags (Fig. 3, tubing 
between elements 46 and 47) under sterile conditions (column 3, lines 19-24). Fell 
further discloses a third tube connecting secondary bags to each other (Fig. 3, lines 
between elements 42, 43 and 44). 

Fell discloses a treatment system for separating blood components (column 1 , 
lines 15-22), having a filter (column 6, lines 60-66 and Fig. 3, element 54). Fell provides 
the ability to separate hematopoietic stem cells (column 2, lines 52-57). Therefore, it 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to combine the treatment system of Johnson as with the multiple bags and tubes 
of Fell as discussed in order to provide additional containers for blood components as 
provided by Fell. 
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22. Regarding claims 7 and 8. Johnson discloses a connector system as previously 
discussed (Fig. 6, elements 66a and 66b), which substantially mark the position of 
connection. 

23. Regarding claim 20. Johnson discloses a filter and connector as discussed in 
paragraph 4 above. Johnson lacks a tube connecting a plurality of second bags to each 
other. Fell discloses a plurality of bags and tubing connecting the bags to each other as 
discussed in paragraph 21 above. With respect to motivation, see paragraph 21 above. 

The tubes of Johnson are made of PVC as discussed in paragraph 10 above. 
Fell also discloses the capability of aseptically connecting tubes (column 7, lines 66-67). 
Therefore, the tubes are also capable of being connected by cutting and aseptically 
connecting as discussed in paragraph 10 above. 

24. Claims 12. 13. 24 and 25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Johnson in view of Minshall et al. (US Patent 5,496,302). Johnson 
discloses method of assembling a circuit, comprising a filter as discussed in paragraph 
4 above. Johnson lacks the step of sterilizing a filter under different conditions with 
respect to a bag set. Minshall discloses a method of separately sterilizing components 
in a medical liquid handling system (column 2, lines 28-38). Minshall further discloses 
sterilizing a liquid handling component by irradiation (column 5, lines 55-57), and 
preferably sterilizing the liquid containers with steam heat (column 5, lines 51-54), to 
prevent deleterious effects of radiation on the container contents (column 5, lines 48- 

50). Minshall uses a blood apheresis system as an example, without limiting the scope 

P 
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to apheresis systems (column 4, lines 52-56). Therefore, it would have been obvious to 
one of ordinary skill in the art at the time the invention was made to combine the 
invention of Johnson as discussed in paragraph 4 above with the method of sterilizing 
components separately of Minshall in order to prevent deleterious effects as called for 
by Minshall. 



Conclusion 

25. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

• Sano (US Patent 5,802,689) 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Adam Marcetich whose telephone number is 571-272- 
2590. The examiner can normally be reached on 8:00am to 4:30pm Monday through 
Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on 571-272-1 115. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Adam Marcetich 
Examiner 
Art Unit 3761 
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